Background: About 100,000 U.S. patients have Riata and Riata ST defibrillator leads (St. Jude Medical, Inc., Sylmar). Reports suggest that Riata and Riata ST leads are prone to a unique failure mechanism whereby the conductor cables wear through the silicone insulation from inside-out and appear outside the lead body (externalized cables) on fluoroscopy or x-ray. Little is known of this defect, its clinical signs, adverse events, or implications for patient management. Accordingly, we assessed the manufacturer's analyses of explanted leads that had inside-out insulation defects.
